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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016
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By Royal Charter

This is to certify that:  Lepu Medical Technology S (bR EF S nARA A
(Beijing) Co., Ltd. W
No. 37 Chaogian Road b
Changping District & IX
Beijing BT437
Beijing il 102200
102200
China

Holds Certificate No: MD 616469

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, Development, Manufacture and Distribution of Drug Eluting Coronary Stent Systems,
PTCA and PTA Balloon Dilatation Catheters, Hydrophilic Guide Wires, Guiding Catheters and
Extraction Catheters. Distribution of Valvuloplasty Balloon Catheters. Design and Manufacture
of Prosthetic Heart Valves Accessories.
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Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2014-09-07 Effective Date: 2020-03-07
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.l ..making excellence a habit.
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and remains the property of BSI and is bound by the conditions of contract.
online.

jlobal.com/ClientDirectory or telephone +86 10 8507 3000.

z ; g t: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Assurance UK Limi in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.
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